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§32.14

§32.14 Certain items containing by-
product material; requirements for
license to apply or initially transfer.

An application for a specific license
to apply byproduct material to, or to
incorporate byproduct material into,
the products specified in §30.15 of this
chapter or to initially transfer for sale
or distribution such products con-
taining byproduct material for use pur-
suant to §30.15 of this chapter will be
approved if:

(a) The applicant satisfies the gen-
eral requirements specified in §30.33 of
this chapter;

(b) The applicant submits sufficient
information regarding the product per-
tinent to evaluation of the potential
radiation exposure, including:

(1) Chemical and physical form and
maximum quantity of byproduct mate-
rial in each product;

(2) Details of construction and design
of each product;

(3) The method of containment or
binding of the byproduct material in
the product;

(4) Except for electron tubes and ion-
ization chamber smoke detectors and
timepieces containing promethium-147
or tritium in the form of gaseous trit-
ium light sources, procedures for and
results of prototype testing to dem-
onstrate that the byproduct material
will not become detached from the
product and that the byproduct mate-
rial will not be released to the environ-
ment under the most severe conditions
likely to be encountered in normal use
of the product;

(5) In the case of ionizing radiation
measuring instruments and timepieces
containing tritium in the form of
paint, quality control procedures to be
followed in the fabrication of produc-
tion lots of the product and the quality
control standards the product will be
required to meet;

(6) The proposed method of labeling
or marking each unit, except time-
pieces or hands or dials containing trit-
ium or promethium-147, and its con-
tainer with the identification of the
manufacturer or initial transferor of
the product and the byproduct mate-
rial in the product;

(7) For products for which limits on
levels of radiation are specified in
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§30.15 of this chapter, the radiation
level and the method of measurement;

(8) Any additional information, in-
cluding experimental studies and tests,
required by the Commission to facili-
tate a determination of the safety of
the product.

(c) Each product will contain no
more than the quantity of byproduct
material specified for that product in
§30.15 of this chapter. The levels of ra-
diation from each product containing
byproduct material will not exceed the
limits specified for that product in
§30.15 of this chapter.

(d) The Commission determines that
the byproduct material is properly con-
tained in the product under the most
severe conditions that are likely to be
encountered in normal use and han-
dling.

[31 FR 5316, Apr. 2, 1966, as amended at 34 FR
6652, Apr. 18, 1969; 43 FR 6922, Feb. 17, 1978; 63
FR 32971, June 17, 1998; 72 FR 58487, Oct. 16,
2007; 77 FR 43691, July 25, 2012]

§32.15 Same: Quality assurance, prohi-
bition of transfer, and labeling.

(a) BEach person licensed under §32.14
for products for which quality control
procedures are required shall:

(1) Maintain quality assurance sys-
tems in the manufacture of the part or
product, or the installation of the part
into the product, in a manner suffi-
cient to provide reasonable assurance
that the safety-related components of
the distributed products are capable of
performing their intended functions;

(2) Subject inspection lots to accept-
ance sampling procedures, by proce-
dures specified in the license issued
under §32.14, to provide at least 95 per-
cent confidence that the Lot Tolerance
Percent Defective of 5.0 percent will
not be exceeded; and

(3) Visually inspect each unit in in-
spection lots. Any unit which has an
observable physical defect that could
adversely affect containment of the by-
product material must be considered a
defective unit.

(b) No person licensed under §32.14
shall transfer to other persons for use
under §30.15 of this chapter or equiva-
lent regulations of an Agreement
State:

(1) Any part or product tested and
found defective under the criteria and

622



		Superintendent of Documents
	2016-07-06T18:16:46-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




